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(day/month/year) 
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The applicant is hereby notified that the international search report has been~establTshea and is- transmitted herewuh^-. 

Pilino of amendments and statement under Article 19: ... , n . 

The applicant "sTntitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When' The time limit for filing such amendments is normally a. months from i the date of transmittal of the 
international search report; however, for more details, jee^oiw H accompanying sheet. ^ 

Where? Directly to the International Bureau of WIPO j S(p-?*- /.L'Jj^sOO 

34, chemirt des Colombettes t ' ~(^ & c/T~0~?~~Cf~ — r > 



1211 Geneva 20, Switzerland 



Facsimile No.: (41-22) 740.14.35 • 

For more detailed instructions, see the notes on the accompanying' sheet." - 



□ 
□ 



The applicant is hereby notified that no international search report will be established and that the declaration under 
Article 17(2)(a) to that effect is transmitted herewith. 

With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

□ the protest together with the decision thereon has been transmitted to the International Bureau together with die 
applicant's request to forward the texts of both the protest and the decision thereon to the des.gnated Offices. 
□ n o decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



4. Further action(s): The applicant is reminded of the following: 

Shnrtiv after 18 months from the priority date, the international application will be published by the International Bureau 

K aoo icaTw shes to avoid or postpone publication, a notice of withdrawal of the international appl.ca ion or of *e 

pr£ty P cS International Bureau as provided in rules 90 bis 1 and 90 bis 3, respectively, before the 

completion of the technical preparations for international publication. 
Within 19 months from the priority date, a demand for international preliminary examination must be filed if the ^appHcant 

w"shesTo ^JostpoiTthe entry into the national phase until 30 months from the priority date (in some Offices even later). 
Miuu; n ™ mnnths from the priority date, the applicant must perform the prescribed acts for entry into the national phase 

before a^l Sesignate^ Offices which have not been elected in the demand or in a laiefelection within 19 months from the 

priority date or could not be elected because they are not bound by Chapter II 
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INTERNATIONAL SEARCH REPORT 
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Applicant's or agent's file reference 
07763/043 WO 1 



International application No. 
PCT/USOO/12257 



FOR FURTHER see Notification of Transmittal of International Search Report 
ACTION (Form PCT/ISA/220) as well as, where applicable, item 5 below. 



International filing date (day/month/year) 
04 MAY 2000 



(Earliest) Priority Date (day/month/year) 
04 MAY 1999 



THE C PUBLIC HEALTH RESEARCH INSTITUTE OF THE CITY OF NEW YORK, INC. 



This international search report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 



I of ^ J 



This international search report consists of a total of sheets - 

Qc] It is also accompanied by a copy of each prior art document cited in this report. 



1. Basis of the report . . 

a With regard to the language, the international search was carried out on the basis of the international application in the 
laneuace in which it was filed, unless otherwise indicated under this hem. . . « . . 

n TtStemational search was carried out on the basis of a translation of the international application furnished to this 

I I Authority (Rule 23.1(b)). . 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the mternauonal search 
was carried out on the basis of the sequence listing: 
| | contained in the international application in written form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

[~] furnished subsequently to this Authority in computer readable form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
L— j international application as filed has been furnished. 

□ the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished. 

Certain claims were found unsearchable (See Box I). 

3. jjjc| Unity of invention is lacking (See Box ID- 

4. With regard to the title, 

|~^| the text is approved as submitted by the applicant. 

the text has been established by this Authority to read as follows: 



□ 
□ 

2- □ 



□ 



5. With regard to the abstract, 

the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
Box III [. The applicant may. within one month from the date of mailing of this international 
search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. 

j | as suggested by the applicant. Qc] None of the figures. 

[ | because the applicant failed to suggest a figure. 

[ | because this figure better characterizes the invention. 
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INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US007 12257 



Box 



I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This international report has not been established in respect of certain claims under Article 17<2)<a) for the following reasons: 
□ 

because they relate to subject matter not required to be searched by this Authority, namely: 



D beclus'euTey 'relate to parts of the international application that do not comply with the prescribed requirements to such 
an extent that no meaningful international search can be carried out, specifically: 



^ Sause d>ey are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box 



II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 
Please See Extra Sheet. 



1. r-j As all required additional search fees were timely paid by the applicant, this international search report covers all searchable 
^— 1 claims 



2. □ As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 

3 n As only some of the required additional search fees were timely paid by the applicant, this international search report covers 
L — 1 only those claims for which fees were paid, specifically claims Nos.: 



4 Ha No required additional search fees were timely paid by the applicant. Consequently, this international search report is 
' ^ restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 
1-18 



Remark on Protest □ The additional search fees were accompanied by the applicant' s protest. 

| [ No protest accompanied the payment of additional search fees. 
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INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/USOO/ 12257 



| A. CLASSIFICATION OF SUBJECT MATTER 
IPC(7) : Please See Extra Sheet. 
US CL :Please See Extra Sheet. 

ling to International Patent Classification (IPC) or to both national classificat.on and IPC 



According i 



B . FIELDS SEARCHED . 

| Minimum documentation searched (classification system followed by classification symbols) 

U.S. : 



Documentation searched other than minimum 



documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and. where practicable, search terms used) 
' Biosis, caba, caplus, embase, lifesci, medline, scisearch, uspatfull. japio 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



COLANGELI, R. et al. MTSA-10, the product of the Rv3874 gene 
of Mycobacterium tuberculosis, elicits tuberculosis-specific, delayed- 
tvpe hypersensitivity in guinea pigs. Infection and Immunity. 
February 2000, Volume 68, Number 2, pages 990-993, entire article. 

LYASHCHENKO, K., et al. Use of Mycobacterium tuberculosis 
complex-specific antigen cocktails for a skin test specific for 
tuberculosis. Infection and Immunity. August 1998, Volume 66, 
Number 8. pages 3606-3610, entire article. 



Relevant to claim No. 



1-18 



1-18 



[in Further documents are listed in the continua tion of Box C. Q See patent family annex 



•E' 
•L* 



Special categoriet of cited documenu: 

document defining the general state of the art which is not considered 
to be of particular relevance 

earlier document published on or after the international filing date 
document which may throw doubts on priority claim(s) or which is 
cUeS to establish the publication date of another citation or other 
special reason (as specified) 

document referring to an oral disclosure, use, exhibition or other 
means 

document published prior to the international filing date but later than 
the priority date claimed 



"Y" 



later document published after the international filing date or prior* 
date and not in conflict w.th the application but cited to understand 
the principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an invenuve step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person skilled in the art 

document member of the same patent ramily 



I Date of the actual completion of the international search 
09 AUGUST 2000 



Name and mailing address of the ISA/US 
1 Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 

| F acsimile No. (703) 305-3230 

Form PCT/ISA/210 (second sheet) (July 1998)* 



Date of mailing ofihe international search report 

SEP 2000 
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A.RTZ. PH.D. 
Telephone No! (703)308-0196 [> 




INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/USOO/ 12257 



C (Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT - 




Category* 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


Y 


MANCA, C, et al. MTC28, a novel 28-kilodalton proline-rich 
secreted antigen specific for the Mycobacterium tuberculosis 
complex. Infection and Immunity. December 1997. Volume 65, 
Number 12. pages 4951-4957, entire article. 


1-18 


Y 


MANCA, C, et al. Molecular cloning, purification, and 
serological characterization of MPT63, a novel antigen secreted by 
Mycobacterium tuberculosis. Infection and Immunity. January 
1997. Volume 65, Number 1. pages 16-23, entire article. 


1-18 
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INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US00/12257 



A. CLASSIFICATION OF SUBJECT MATTER: 
IPC (7): 



A16K 39/00. 39/02, 39/04; A61K 38/00; C07H 21/02, 21/04; C07K 1/00; C12P 21/06; C12N 1/00, 1/12; 

A. CLASSIFICATION OF SUBJECT MATTER: 
USCL : 

424/185.1, 190.1, 234.1, 248.1; 435/69.1, 253.1, 863; 530/300, 350; 536/23.1. 23.7 

BOX II. OBSERVATIONS WHERE UNITY OF INVENTION WAS LACKING 
This ISA found multiple inventions as follows: 

This application contains the following inventions or groups of inventions which are not so linked as to form a single 
inventive concept under PCT Rule 13.1. In order for all inventions to be searched, the appropriate additional search 
fees must be paid. /• 

Group I. claims 1-18. drawn to DNA, vector, transformed cells, polypeptides, and a first methof of use for diagnosis in 
vivo 

Group II claims 19-22. drawn to second method of use for diagnosis in vitro using cells. 
Group III, claims 23-26. drawn to third method of use for diagnosis in vitro using antibodies. 
Group IV, claims 27-34, drawn to fourth method of use for vaccination. 



The inventions listed as Groups I-IV do not relate to a single inventive concept under PCT Rule 13.1 because, under 
PCT Rule 13 2 they lack the same or corresponding special technical features for the follow.ng reasons: the DNA is a 
single invetive concept, and as such the corresponding vectors, transformed cells polypepudes encoded by the DNA, 
and a first method of use of the polypeptides are included in the first invention. The remaining Gourps I-IV are 
additionalTethods of use, not requiring the DNA. but can utilize isolated and purified polypeptides obtained from M. 
tuberculosis. 



Form PCT/ISA/210 (extra sheet) (July 1998)* 



NOTES TO FORM PCT/ISA/220 (continued) 



The following examples illustrate the maaacr la which amc 

• , leiten 



■«c be 



ii tie 



5 51J: 



1. [Where originally there we 4 
■pilau 1 to 29.31.32, 34, 35,37 to 43 replaced by 
cleans 30, 33 tod 36 unchanged; new daitns 49 to 51 soVSed> 

2. [Where originally thete were 15 claims tod sAer 
''Claims 1 to 15 replaced by amended claims 1 to 11." 

3. rWaetcorigmaay there were 14 claims end the 
new claims): 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled: _ 
-X3aJnM7toUcaecc*led; new deems 15, Id and 17 added; all 

4. fWhete rarioos fcmds of imrndmr ntt am saadeb 

™ ^J^f^S^lTJ} * U »" aod ItcatKidled; caserns 14, 15 and Id replaced bvacat 
1 14; ctala 17 su bd i vided into amended claims 15, 14 end 17; newcfaSi y ^fTT^fff 



of aii claims there are 11 J: 

cLisu and to adding 
15, 16 and 17i 



"Sutcment aadcr Article Iffl)- (Rale 44,4) 

that ttach str^ln^ln^ hoeon Sc* 
Article «(1)>. 

Ifce intr si wffl be published with the 

The atasement should be brieC h ahouU not exceed 500 
ft 

ftaaa* be Oedema 



caplaaning thr i 
end the < 





fafJattteport. 
may be made only 



Inwtualana^anyt 

The amende 



i must be made to the language in which the interna! 
and any statement accompanying the amendments moat be in the 
if that language is English or French; otherwise, H must be in 



I application is published. The letter 
Unguage aa the taesnatiooal application 
orFiench^atriiechoiceoftheapplkanL 



( for mtcraatiomaJ pcrllaainary 



IC, at the time of Cling any anaendmcnta under Article 19, a 
has already been submitted, me apoikam must preferably. 
International Bureau, also Qe a copy of such 
Authority (sec Rule 623(*\ first sentence). 



for International 
of Clang 




Consequence with 



to tr a ni Ut ioa of the mteraational application for entry tato the nation*! phase ? 
The apphcaoTs attention is drawn to the fact that, where upon entry into the oibooal phase, a translation of the 
daunt as amended under Article 19 may have to be furnished to the desisMted/dcctedSfk«^uid <*fZ 
in addition to, the transiaboo of the claims aa filed. weicesed OTkxs, mstead o t, or 

^rfiwtber detaiU on the nxjuiranems of each designau^elected OfGce, see Volume U of the PCT Applicant 4 a 



Notes to Form PCT/ISA/220 (second sheet) (July 1992) 



NOTES TO FORM PCT/ISA/220 



These Notes are intended to give the basic mstructions ooooenung the Gling of « a cod m eatt tmder Article 19. The 
- tiiMi M tfc* mutrememts of (be Pstcnt Cooperation Treaty tad of the 



Notes sre based on the retirements of (be Patent Cooperation Treaty end of the Refutations 
Irrtructians under that Treaty. In case of discrepancy between these Notes and those irii m rrinf n a t . 
For mote detailed information, see also the PCT Applicant's Guide, a publication of WIPO. 

In these Notes, - Articse", ~R trie* end "Section" refer to the provisions of the PCT, the PCT grgrdttioos and the PCT 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

rtni 





may only be Gled with the Intenunonal Bureau and r*X with the receiving Office or the 

Searching Authority (Rule 46.2), 



How? 



Ether by caneeUtnc one or mote entire claims, by adding 
one or snore of fee cUima aa Qod. 

Lofan 




_____ in Arabic numerals, Where a daim is 

____tamg of tbVother detms a recruirea. In aU cases where daims are renumbered, they mutt 
consecutively (Administrative Instructions, Section 205(b)). 



letter (Section 205(b)): 

Tbr amfiaimnifi mini *~ — if* • w*rn»* 

The letter will not be published with the international application and the amended daims. U thc^ not be 
cnnfowSeeT wifcthe dement under Aitide 19(1)" (see below, under Statement under Arnck 19(1)-). 
The lener must indicate the differences between the claims as Gled snd the claims as amended. Um *_*_l n 1 
Macular indicate, in oonnecrioo with each daim appearing in the international appl icauon (it being understood 
that identical indications concerning several daims may be grouped), whether 

(i) the daim is unchanged; 

(ii) (he daim is cancelled; 

(iii) the dsim is new; 

(iv) the dsim rcpUces one or more dums as filed; 

(v) the dsim is the result oC the division of s daim ss filed. 



Nnfe* * Form PCT/TSA/220rfirt( sbcert Uulv 1992) 
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Codes used to identify States party to the PCT on the front pages of pamphlets publishing international applications under the PCT. 



AL 


Albania 


ES 


Spain 


LS 


Lesotho 


SI 


Slovenia 


AM 


Armenia 


FI 


Finland 


LT 


Lithuania 


SK 


Slovakia 


AT 


Austria 


FR 


France 


LU 


Luxembourg 


SN 


Senegal 


AU 


Australia 


GA 


Gabon 


LV 


Latvia 


sz 


Swaziland 


AZ 


Azerbaijan 


GB 


United Kingdom 


MC 


Monaco 


TD 


Chad 


BA 


Bosnia and Herzegovina 


GE 


Georgia - 


MD 


Republic of Moldova 


TG 


Togo 


BB 


Barbados 


GH 


Ghana 


MG 


Madagascar 


TJ 


Tajikistan 


BE 


Belgium 


GN 


Guinea 


MK 


The former Yugoslav 


TM 


Turkmenistan 


BF 


Burkina Faso 


GR 


Greece 




Republic of Macedonia 


TR 


Turkey 


BG 


Bulgaria 


HU 


Hungary 


ML 


Mali 


TT 


Trinidad and Tobago 


BJ 


Benin 


IE 


Ireland 


MN 


Mongolia 


UA 


Ukraine 


BR 


Brazil 


IL 


Israel 


MR 


Mauritania 


UG 


Uganda 


BY 


Belarus 


IS 


Iceland 


MW 


Malawi 


US 


United States of America 


CA 


Canada 


IT 


Italy 


MX 


Mexico 


uz 


Uzbekistan 


CF 


Central African Republic 


JP 


Japan 


NE 


Niger 


VN 


Viet Nam 


CG 


Congo 


KE 


Kenya 


NL 


Netherlands 


YU 


Yugoslavia 


CH 


Switzerland 


KG 


Kyrgyzstan 


NO 


Norway 


ZW 


Zimbabwe 


a 


Cote d'lvoire 


KP 


Democratic People's 


NZ 


New Zealand 






CM 


Cameroon 




Republic of Korea 


PL 


Poland 






CN 


China 


KR 


Republic of Korea 


FT 


Portugal 






CU 


Cuba 


KZ 


Kazakstan 


RO 


Romania 






CZ 


Czech Republic 


LC 


Saint Lucia 


RU 


Russian Federation 






DE 


Germany 


LI 


Liechtenstein 


SD 


Sudan 






DK 


Denmark 


LK 


Sri Lanka 


SE 


Sweden 






EE 


Estonia 


LR 


Liberia 


SG 


Singapore 







